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“Biological

Product Deviation Reporting

for Licensed Manufacturers of Biological

Products Ot

ner than Blood and Blood

Components”
— Published 8/10/01
— http://www.fda.gov/cber/guidelines.htm

Final Guidance anticipated to contain
revisions based on comments and additional

examples




Blologlcal Procuct Daviziior Hegeris

af

40 a
1719 7431516 L
03 2 |l s

FY97 FY98 FY99 FY00 FY01
] ] O ]

Fractionator Device Therapeutic Allergenic Vaccine




= (03 Blolgclcal Prociect Davizijon
Ragoris — Nor==logge

FProduct

Specifications
65%

QC &
Distribution

5%

Incoming Material
Specifications
4%
Process Controls

6%
Testing

Labeling .




WeEe Blo Triase et |Vlaan7

BEIDRSAIENNCIEAsINg

— Nayy rulacpelejujckiea an raaaptige] reejulrrias -
(o a5 ISmsSnts rdoortrne

— CRER'S guirezan affors (tretnine/sosacnas/euickines
= =S e OIS

RECAIISIGERETAlINANPNINEYAS QIR 02N ECTEASE
IMEYA0S

|rierzisde] focts o Invasticfirions s fasult of
I orovEd focts o clavizijons




Welrrlnie) Latiar Cliailons = (01-0%

S\/ ETAVACOIISISIE I CAIEIGREAl,
stV aVArEl atee N e O COIECINGRICANISE




Welrrllnle) Latiar Cliatlons = (01-02

conunues

s AN e ONIMPI EMENECOECHIVE] PIEVERLIVE
ACUBNNGIRCENUUCHANAGIEUENRAVESHEAG]}

S ZANCERIZANNIY
— 21 CERE§20,:100

sEEXAMPIES

= REpeAledNesianiresnenvesiigaed

— |pztelaetziia p)\/asticilon of i lee] ozipjen) [
IIISPECHGN




Welrrlnle) Latiar Cliailons = (01-0%

conunued

se AN UreNeEstanplISitane/egie] ey atequaie
Wrlitan) oroeaeliifas

S ZANCERIZINNI00

SR EXAINIPIES
— S0P ot follovee
= SOPSHACEGUALS
— S0)Ps o asizl|1sEe




Welrrllnle) Latiar Cliailons = (01-0%

conunued

D e ltra i grogarhy iast oflor to) e l2aseifor
cofjsirioticion

S ZANCERIZINNIGS

sEEXAMPIES
— Assays usael n) 2 lega-tasiipe) got el jeliee
— \Ratagtipe] copeluaiael gt goe celelragsac) p) SO




Welrrllnle) Latiar Cliailons = (01-0%

conunued

o e ltra o drrolamant selae|iziia graelteijor
a\fel orocass conirols

S ZANCERIGZN 0

SR EXAINIPIES

— Routige 2nvironmanal mmonitorine) fo
PEVdGNMEG

— Sejujormnnt potveljckitae fo s




Welrrllnle) Latiar Cliailons = (01-0%

conunued

s Rl UreseN TP EMER B IESHRENGEIATNG
si55ass seelg)] [0y e fisiies o oreelue

BN C=RA66(E)

SR EXAINIPIES

— Sz} 10y gorapey asis flot copnoletac op
SCHEGUIE

— |prztelac|uzita clitey o elepriopsiraia St |18y o
COMPORENLS/PrEHUCHAREREGTFSHEIRITE




Ieifaraaeiion anel Conjraes

o Www.fda.gov/cber

e Email CBER

— Manufacturers
e matt@chber.fda.gov

— Consumers, health care professionals
e octma@cher.fda.gov




